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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .1 7(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
04/21/201 1 has been entered. No new claims have been added. 

Applicant's arguments filed 04/21/201 1 have been fully considered. Rejections 
and/or objections not reiterated from previous Office Actions are hereby withdrawn. The 
following rejections and/or objections are either reiterated or newly applied. They 
constitute the complete set of rejections and/or objections presently being applied to the 
instant application. 

Claim Rejections - 35 USC § 103 

(1 ) Claims 1 , 4, 5, 1 2, 1 3, 1 6 and 1 7 stand rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Barkalow et al. (US 2004/0096559) in view of Chen et al. (US 
2003/0068378). 

Applicant argues that the purpose of Barkalow et al. do not pertain to the same 
field of endeavor as the claimed invention and thus it is non-analogous art. The 
Examiner acknowledges that Barkalow et al. do not involve any pharmaceutical agent. 
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None of the Examples are in the field of the pharmaceutical field. Although Barkalow et 
al. mention edible films, in said films, however there is no distinction made among the 
possible film formers, so that an exceedingly large number of hydrocolloids are 
expressly taught as preferred. 
The Examiner disagrees. 

A prior art reference is evaluated for all that it reasonably suggests and is not 
limited to preferred embodiments and/or working examples. The Examiner has not 
been able to locate the alleged acknowledgement that Barkalow et al. do not involve 
pharmaceuticals. As a matter of fact, the Examiner cites the disclosure of Barkalow et 
al., "The product includes medicaments such as pharmaceutical agents [0027]" on page 
4 of the Office action dated 1 0/22/201 0. Barkalow et al. clearly teach that maltodextrin 
is a starch hydrolyzed product that can be used alone as a film former of the edible thin 
film [0024] and [0087] (emphasis added). One skilled in the art would reasonably 
expect that the edible films of Barkalow et al. could be manufactured with maltodextrin 
as the film forming agent. Accordingly, Barkalow et al. is analogous art, since the 
claimed invention is also drawn to a self-supporting film comprised of maltodextrin. The 
intended use of the films bear no patentable weight upon the examination of the film 
compositions. 

Applicant argues that Chen et al. improperly includes maltodextrins among 
hydrocolloids and is therefore unreliable prior art. Chen et al. discloses 5-99% 
hydrocolloid. Chen et al. teaches away from the claimed invention. If Chen et al. was 
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modified to exclude hydrocolloids, the modification would render said dosage unit 
unsatisfactory and inoperable for their intended purpose. Chen et al. is 
non-analogous art since the dosage form is designed include hydrocolloids to adhere to 
the mucosal surface and then disintegrate and dissolve over a time frame, which is an 
effort that is distinct, unrelated and totally opposite in direction as the present invention. 
The Examiner disagrees. 

While the Examiner agrees that the inclusion of maltodextrin as a hydrocolloid in 
the disclosure of Chen et al. seems to be misplaced, the Examiner is interpreting 
maltodextrin's inclusion as a useful film forming agent as an admission by Chen et al. 
that, at the least, maltodextrin can be used as an equivalent to the hydrocolloids in the 
production of the edible films of Chen et al. Its inclusion would not lead the skilled 
artisan away from using maltodextrin as the film former and in the amounts disclosed by 
Chen et al. Further, Chen et al. is provided as prior art in this rejection in order to 
disclose antiemetic pharmaceutical agents that are incorporated into edible films which 
can be comprised of maltodextrin, and not for any specific film forming composition. 
Accordingly, Chen et al. provides adequate motivation for combining with the edible 
films of Barkalow et al. which are disclosed as having the ability to deliver 
pharmaceutical actives. The instant claims are drawn to a self-supporting film and the 
intended purpose of the film is given patentable weight. 



Application/Control Number: 10/577,408 Page 5 

Art Unit: 1612 

(2) Claims 2 and 3 stand rejected under 35 U.S.C. 103(a) as being unpatentable 
over Barkalow et al. and Chen et al. as applied to claims 1 , 4, 5, 12, 13, 16 and 1 7 
above, and further in view of Zyck et al. (US 2003/005039). 

Applicant argues that claim 1 is entirely unobvious over the cited art, and the 
rejections of independent claims 2 and 3 have also been overcome. 
The Examiner disagrees. 

The Examiner's response to Applicant's arguments concerning Barkalow et al. 
and Chen et al. is provided supra. Accordingly, Zyck et al. is only required to provide 
motivation for combining with Barkalow et al. and Chen et al. Since Zyck et al. disclose 
that maltodextrin with a DE of less than 20 are used as film forming agents for edible 
films, it provides adequate motivation for combining. 

(3) Claim 14 stands rejected under 35 U.S.C. 103(a) as being unpatentable over 
Barkalow et al. and Chen et al. as applied to claims 1 , 4, 5, 1 2, 1 3, 1 6 and 1 7 above, 
and further in view of Falkenhausen et al. (WO 2002/02085), US 2004/0028732 
provided as a translation guide. 

Applicant argues that claim 1 is entirely unobvious over the cited art, and the 
rejections of independent claims 2 and 3 have also been overcome. 
The Examiner disagrees. 

The Examiner's response to Applicant's arguments concerning Barkalow et al. 
and Chen et al. is provided supra. Accordingly, Falkenhausen et al. is only required to 
provide motivation for combining with Barkalow et al. and Chen et al. Since 
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Falkenhausen et al. disclose sheet-like disintegratable dosage forms, i.e. edible films, 
comprised of the antiemetic ondansetron and methods for preparing the edible films, it 
provides adequate motivation for combining. 

(4) Claims 21 -24 stand rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Barkalow et al., Chen et al. and Falkenhausen et al. as applied to claim 14 above, and 
further in view of Kasper et al. (US 4,222,973). 

Applicant has not provided an argument for this rejection, the Examiner is 
interpreting Applicant's argument that since claim 14 is not obvious over the cited art, to 
mean that claims 21-24 which are dependent on claim 14 are also overcome. 

The Examiner disagrees. 

The Examiner's response to Applicant's arguments concerning Barkalow et al., 
Chen et al. and Falkenhausen et al, is provided supra. Accordingly Kasper et al. is only 
required to provide motivation for combining with Barkalow et al., Chen et al. and 
Falkenhausen et al. Since Kasper et al. disclose that release papers, such as silicon, 
are used for casting films to allow the film to be easily removed from the paper after 
casting, it provides adequate motivation for combining. 

(5) Claims 1 , 4, 5, 1 2, 1 3, 1 6 and 1 7 stand rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Chen et al. (US 2003/0068378) 

Applicant's arguments concerning Chen et al. are provided supra. 
The Examiner disagrees. 
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The Examiner's response to Applicant's arguments is provided supra. 

(6) Claims 2 and 3 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chen et al. as applied to claim 1 , 4, 5, 12, 13, 16 and 17 above, and further in view of 
Zyck et al. (US 2003/0054039) 

Applicant's arguments concerning Chen et al. and Zyck et al. are provided supra. 
The Examiner disagrees. 

The Examiner's response to Applicant's arguments is provided supra. 

(7) Claim 14 stands rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chen et al. as applied to claim 1 , 4, 5, 12, 13, 16 and 17 above, and further in view of 
Falkenhausen et al. (WO 2002/02085). 

Applicant's arguments concerning Chen et al. and Falkenhausen et al. are 
provided supra. 

The Examiner disagrees. 

The Examiner's response to Applicant's arguments is provided supra. 
No claims are allowed. 



Conclusion 



Application/Control Number: 10/577,408 Page 8 

Art Unit: 1612 

All claims are drawn to the same invention claimed in the application prior to the 
entry of the submission under 37 CFR 1.114 and could have been finally rejected on the 
grounds and art of record in the next Office action if they had been entered in the 
application prior to entry under 37 CFR 1.114. Accordingly, THIS ACTION IS MADE 
FINAL even though it is a first action after the filing of a request for continued 
examination and the submission under 37 CFR 1.114. See MPEP § 706.07(b). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
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Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darryl C. Sutton whose telephone number is 
(571)270-3286. The examiner can normally be reached on M-Th from 7:30AM to 
5:00PM EST or on Fr from 7:30AM to 4:00PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass, can be reached at (571)272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 



/Darryl C Sutton/ 
Examiner, Art Unit 1612 

/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



